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1 . Claims 1-6,25,26,28,29 are under consideration. 

2. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman, 11 
F.3d 1046, 29 USPQ2d2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 
1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970);and, In re Thorington, 
418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1.130(b). 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply 
with 37 CFR 3.73(b). 

3. The rejection of claims 1-6,25,26,28,29 under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1- 
9,20,35,37,39,41,43 of copending Application No. 10/744844 is withdrawn in view of the 
amended claims now present in 10/744844. 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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5. The rejection of claims 1-6,25,26,28,29 under 35 U.S.C. 103(a) as being 
unpatentable over Kumpel et al. in view of Maras et al. (US Patent 5,834,251) as 
elaborated in the previous Office action is withdrawn. 

6. Claims 1-6,25,26,28,29 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Mattes (US Patent 4,859,449) in view of Kumpel et al. and Maras et 
al. (US Patent 5,834,251). 

Mattes teaches therapeutic antibodies with terminal galactose oligosaccharides 
and the uses/advantages of such antibodies (see abstract, column 6, penultimate 
paragraph, column 8, last paragraph and claims 1,10,39). G2 antibodies have the 
maximum number of terminal galactose oligosaccharides. Mattes teaches a kit 
containing such antibodies (see column 13, first two paragraphs) wherein the antibody 
is present in a container with a label and wherein the composition present in said kit is 
a pharmaceutical composition as per recited in the claims. Mattes teaches the use of 
any IgG antibody (see column 4, third paragraph) wherein lgG1 is one of the art known 
isotypes of human IgG. Mattes do not teach that the antibodies are of the degree of 
purity recited in the claims. Kumpel et al. teach human monoclonal antibodies wherein 
substantially all of the oligosaccharide found on said antibody is G2 (see Table 1, 
columns 1-3, and page 149, column 1, first incomplete paragraph). The antibody 2B6 
disclosed in Table 1 is an lgG1 antibody (see page 144, second column). Kumpel et al. 
teach that antibodies with substantially all G2 oligosaccharide have increased lysis of 
target cells in comparison to the same antibody which is produced in a manner that 
results in low levels of G2 (see Figure 3). Maras et al. teach that B-1,4 
Galactosyltransf erase can be used to modify the oligosaccharide profile on a 
glycoprotein (see columns 12 and 16). Kumpel et al. teach that said enzyme is involved 
in the production of G2 oligosaccharides (see abstract). A routineer would have used 
the method of Maras et al. to produce a more highly purified version of the G2 
oligosaccharide containing antibody to further characterize the role of said 
oligosaccharides in effector function and to produce an antibody with even greater 
effector function. It would have been prima facie obvious to one of ordinary skill in the 
art to have created the claimed invention because Mattes teaches therapeutic 
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antibodies with terminal galactose oligosaccharides and the uses/advantages of such 
antibodies whilst Kumpel et al. teach that antibodies with substantially all G2 
oligosaccharide have increased lysis of target cells in comparison to the same antibody 
which is produced in a manner that results in low levels of G2 and Maras et al. teach 
that B-1,4 Galactosyltransf erase can be used to modify the oligosaccharide profile on a 
glycoprotein (e.g. to produce highly pure G2 oligosaccharide glycoproteins). One of 
ordinary skill in the art would have been motivated to do the aforementioned because 
Mattes teaches therapeutic antibodies with terminal galactose oligosaccharides and the 
uses/advantages of such antibodies whilst Kumpel et al. teach that antibodies with 
substantially all G2 oligosaccharide have increased lysis of target cells in comparison to 
the same antibody which is produced in a manner that results in low levels of G2. A 
routineer would have used the method of Maras et al. to produce a more highly purified 
version of the G2 oligosaccharide containing antibody for use in the method taught by 
Mattes. 

Regarding applicants comments as they apply to this new ground of rejection, 
Mattes teaches therapeutic antibodies with terminal galactose oligosaccharides and the 
uses/advantages of such antibodies (see abstract, column 6, penultimate paragraph, 
column 8, last paragraph and claims 1,10,39) whilst Kumpel et al. teach human 
monoclonal antibodies wherein substantially all of the oligosaccharide found on said 
antibody is G2 and that antibodies with substantially all G2 oligosaccharide have 
increased lysis of target cells in comparison to the same antibody which is produced in 
a manner that results in low levels of G2 (see Figure 3). 

7. No claim is allowed. 

8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ron Schwadron, Ph.D. whose telephone number is 
(571)272-0851. The examiner can normally be reached on Monday-Thursday 7:30-6:00 
pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ram Shukla can be reached on 571 272-0735. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Ron Schwadron/ 
Ron Schwadron, Ph.D. 
Primary Examiner 
Art Unit 1644 



